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1 RECEIVED 

CENTRAL FAX CENTER 



JAN 1 2 2004 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicants: LEMMENS et al. 



Serial No.: 09/938,816 

Confirm. No.: 1906 

Filed; August 27, 2001 



OFFICIAI 



Group Art Unit: 1616 
Examiner: S. Gollamudi 



For: PHARMACEUTICAL COMPOSITIONS COMPRISING 

AMLODIPINE MALEATE 

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT 



Commissioner for Patents 
RO> Box 1450 
Alexandria, VA 22313-1450 

Sir; 

Further to the Information Disclosure Statement filed December 4, 2003, applicants 
submit herewith a 1449 form corresponding to the documents previously submitted in connection 
with the Germany nullity proceedings that were not already of record. Copies having been 
already provided, return of an initialed copy of the enclosed 1449 forms is respectfully requested. 

Should the Examiner have any questions regarding this matter, she is encouraged to 
contact Mark R. Buschcr (Reg. No. 35,006) at telephone No. 703 753 5256. 



Respectfully submitted, 



Mark R. Busclier, Reg. No. 35, 006 
P.O. Box 161 
Cadwpin, VA 20143 
703 753 5256 
Date: January 12, 2004 
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PTA/SB/08A (OB-03) 

Approved for we through 07/31/200S. omb O851-0Q3I 
U,S, Patent and Trademark Qffica; U.S. DEPARTMENT OF COMMERCE 
JJjLcter T the,,Paperwork Rsduction Act of 1Q&5, no_persons are required to respon^ jo a collection of Information unless it oonfelns g_vglldJ3MB controt numbe r. 



Substitute for farm 144S/PTO 



Complete if Known 



Application Number 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Vw as many sneets a* necessary) 
— 1 Of |g 



Filing Date 



First Named Inventor 



August 27, 2Q01 



Art Unit 



Examiner Name 



09/938,816 



Lemmens et al 



1615 



Go 



lamudi 



Attorney Docket Number 



SYN-0008A 



U. S. PATENT DOCUMENTS 


Examiner 
in 1X19 1? 


Cite 

(NO. 


Document Number 


Publication Date 

MM-.Ori-.VYYY 


Name of Patentee or 

AonJinant of Cited Dacumpnt 


Pages, column^ Unes, Where 
Figures Appear 


Numbered Code 3 v*"*"* 






US- 












US- 












US- 












US* 












us- 












us- 












us- 












us- 












U3- 












US- 












UK- 












US- 












US- 












us- 












us* 












us- 












us* 












us- 












US- 









FOREIGN PATENT DOCU 


MENTS 


Examiner 
Inrtials* 


Cite 
No. 1 


Foreign Patent Document 


Publication 
Dete 
MM-DD-YYYY 


Name of Patentee or 
Applicant of Cited Document 


PaQSS, Columns, Un». 
Where Relevant Passages 
Or Relevant Figures Appear 


r 


Country Cod9 4 "Niwiber 4 Klnd Cede* {ffttt***) 






WO 98/26765 


06/25/1998 


Chinofn Gyogyszer 







































































ZD 



Examiner 
Signature 



□ate 

Considered 



rence considered! whetner or not citation is in conformance with mpep bu9, Oraw line through citation if not in conformance and not 
of this form with next communication to applicant applicants unique citation designation number (optional). See Kinds Codes of 
w . v r««..% ^«...«.is at www.Lispto.aov or mpep floi,04. ' enter Office that issued the document, by the two-letter code (WIPO Standard ST.3J. For 
Japanese patent documente, tha irtdfcuatert of the ycor of the rolgn of the Emperor muat prewda ihs atrial number <sf »h* potent document. c KInd of document by 
the appropriate synibote a* indicated on the document under WIPO Standard ST.1S if possible. 'Applicant Is to place a check mark hone If English language 

This »52^ B on^matton is requirad by 37 CFR 1 .97 and 1 ,&a. The Information Is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to proce**} an application. Confidentiality i* yuwHiiwd by S3 U.9.C, l« «mU 3T CH* 1.14. This uulloctlon is estimated to tsKe 2 houra to complete, 
Including gathering, preparing, and submlttina the completed application form to the USPTO. Time will vary depending upon the individual case. Any comment^ 
on the amount of time you require to complete this farm end7or suggestions for reducing this burden, should be sent to the Chief information Officer, U.S. Patent 
and Trademark Office, P.O. Box 1460, Alexandria, VA 22313-1450. DO NOT SEND Fees OR COMPLETED FORMS TO THIS ADDRESS. SEND 
TO; Cvnwitsslurmr tor Patents, P.O. Box 1450, Alexandria, VA 2231 3-1 4S0, 

if you neecf sssistenoe in completing the form, caff 1SOOJ>TO<-9199 and select option 2. 



•EXAMINER: initial if reference 
considered, Include copy 
USPTO Patent Documents at www.uspto.gov or mpep boi ,04, 
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pro/se/oee (t>e 03) 
Approved for use through 07/31/2006. qmb 0651-oo31 
U,S, Potent end Trademark Office; U.S, DEPARTMENT OF COMMERCE 
„Underthe Paperwork Redu&tion ActpfjaoB, no persona are required lo respond to a collection of Information unless It contains a valid Omb p ^ rpl p^mbe r. 



Substitute for form 1449/PTO 



Complete if Known 



Application Number 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use bs many sheets as necessary) 



Filing Date 



First Named Inventor 



Art Unit 



Examiner Name 



09/938,816 



Aug 27 20031 



Lemmens et al 



1615 



Gollamudi 



.Sheet 



of 



Attorney Docket Number 



SYN-0008A 



NON PATENT LITERATURE DOCUMENTS 


Examiner 
Initials* 


Cfte 
No. 1 


inciuae name of tne author (in CAPITAL Lbi i tKS), title ot the article (when appropriate), title of 
the item (book, magazine, journal, serial, symposium, catalog, etc.). date, page(s), volume-issue 
numberfs). publisher, cfty and/or country where published. 


T 2 






Nahata et al, "Stability of enalapril mafeate in three Am J Health-Syst 
Pharm vol 55, June 1 998 f pp 1 1 55-1 1 57 








ROMPP CHEMIE LEXIKON, 9th Ed. 1991, p 2771 








Nahata et al, J Am Pharm Assoc., vol 39, no*3, may/jun 1999, pp 375-377 





























































Examiner 




Date 




Signature 




CortStidered 





considered- Include copy this form with next communication to applicant. 

1 Applicants unique citation designation numDer (optional). 2 Applicant is to place a check mark here if Engliin language Translation i* attached. 
This collodion of Information Is wqulrad by 37 CFR l.Ofl. Tha infamrtatfon j« t^uir*?) to obtain w retain a benefit by the public which Is to fll« (and by the USPTO 
to process) an application. Confidentiality i» governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection Is estimated to take 2 hours to complata, Including 
gatherthg, preparing, and submitting the completed application form to the USPTO. Time will vary dep&ndfng upon tfia individual case. Any comments on me 
amount af time you require to complete this form and/or suggestions for reducing this burden, should ba ssnl to tha ChieF information Officer, U.S. Patent and 

Trademark Offlgc, P.O. Box 14$0, Alexandria, VA 22313-1-450. DO NOT SEND FEES Oft OOMPLeteD rOrWlS TO THIS ADDRCSe. SEND TO: 

Comrnrssfoner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 



ffyOu need assistance in completing th® form, calf 1-8QQ-PTQ»9199 (1 -800-786-9 199) and SQf&ct option 2. 
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